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the individual has violated the FFD
policy.

(b) The procedure must provide no-
tice to the individual of the grounds for
the determination that the individual
has violated the FFD policy, and must
provide an opportunity for the indi-
vidual to respond and submit addi-
tional relevant information.

(c) The procedure must ensure that
the individual who conducts the review
is not associated with the administra-
tion of the FFD program [see the de-
scription of FFD program personnel in
§26.4(g)]. Individuals who conduct the
review may be management personnel.

(d) If the review finds in favor of the
individual, the licensee or other entity
shall update the relevant records to re-
flect the outcome of the review and de-
lete or correct all information the re-
view found to be inaccurate.

(e) When a C/V is administering an
FFD program on which licensees and
other entities rely, and the C/V deter-
mines that its employee, subcon-
tractor, or applicant has violated its
FFD policy, the C/V shall ensure that
the review procedure required in this
section is provided to the individual.
Licensees and other entities who rely
on a C/V’s FFD program need not pro-
vide the review procedure required in
this section to a C/V’s employee, sub-
contractor, or applicant when the C/V
is administering its own FFD program
and the FFD policy violation was de-
termined under the C/V’s program.

§26.41 Audits and corrective action.

(a) General. Each licensee and other
entity who is subject to this subpart is
responsible for the continuing effec-
tiveness of the FFD program, including
FFD program elements that are pro-
vided by C/Vs, the FFD programs of
any C/Vs that are accepted by the li-
censee or other entity, any FFD pro-
gram services that are provided to the
C/V by a subcontractor, and the pro-
grams of the HHS-certified labora-
tories on whom the licensee or other
entity and its C/Vs rely. Each licensee
and other entity shall ensure that
these programs are audited and that
corrective actions are taken to resolve
any problems identified.

(b) FFD program. Bach licensee and
other entity who is subject to this sub-
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part shall ensure that the entire FFD
program is audited as needed, but no
less frequently than nominally every 24
months. Licensees and other entities
are responsible for determining the ap-
propriate frequency, scope, and depth
of additional auditing activities within
the nominal 24-month period based on
the review of FFD program perform-
ance, including, but not limited to, the
frequency, nature, and severity of dis-
covered problems, testing errors, per-
sonnel or procedural changes, and pre-
vious audit findings.

(c) C/Vs and HHS-certified laboratories.
(1) FFD services that are provided to a
licensee or other entity by C/V per-
sonnel who are off site or are not under
the direct daily supervision or observa-
tion of the licensee’s or other entity’s
personnel and HHS-certified labora-
tories must be audited on a nominal 12-
month frequency.

(2) Audits of HHS-certified labora-
tories that are conducted for licensees
and other entities who are subject to
this subpart need not duplicate areas
inspected in the most recent HHS cer-
tification inspection. However, the li-
censee and other entity shall review
the HHS certification inspection
records and reports to identify any
areas in which the licensee or other en-
tity uses services that the HHS certifi-
cation inspection did not address. The
licensee or other entity shall ensure
that any such areas are audited on a
nominal 12-month frequency. Licensees
and other entities need not audit orga-
nizations and professionals who may
provide an FFD program service to the
licensee or other entity, but who are
not routinely involved in providing
services to a licensee’s or other enti-
ty’s FFD program, as specified in
§26.4(i)(1).

(d) Contracts. (1) The contracts of 1i-
censees and other entities with C/Vs
and HHS-certified laboratories must
reserve the right to audit the C/V, the
C/V’s subcontractors providing FFD
program services, and the HHS-cer-
tified laboratories at any time, includ-
ing at unannounced times, as well as to
review all information and documenta-
tion that is reasonably relevant to the
audits.
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(2) Licensees’ and other entities’ con-
tracts with C/Vs and HHS-certified lab-
oratories must also permit the licensee
or other entity to obtain copies of and
take away any documents, including
reviews and inspections pertaining to a
laboratory’s certification by HHS, and
any other data that may be needed to
assure that the C/V, its subcontractors,
or the HHS-certified laboratory are
performing their functions properly
and that staff and procedures meet ap-
plicable requirements. In a contract
with a licensee or other entity who is
subject to this subpart, an HHS-cer-
tified laboratory may reasonably limit
the use and dissemination of any docu-
ments copied or taken away by the li-
censee’s or other entity’s auditors in
order to ensure the protection of pro-
prietary information and donors’ pri-
vacy.

(3) In addition, before awarding a
contract, the licensee or other entity
shall ensure completion of pre-award
inspections and/or audits of the proce-
dural aspects of the HHS-certified lab-
oratory’s drug-testing operations, ex-
cept as provided in paragraph (g)(5) of
this section.

(e) Conduct of audits. Audits must
focus on the effectiveness of the FFD
program or program element(s), as ap-
propriate, and must be conducted by
individuals who are qualified in the
subject(s) being audited. The individ-
uals performing the audit of the FFD
program or program element(s) shall
be independent from both the subject
FFD program’s management and from
personnel who are directly responsible
for implementing the FFD program.

(f) Audit results. The result of the au-
dits, along with any recommendations,
must be documented and reported to
senior corporate and site management.
Each audit report must identify condi-
tions that are adverse to the proper
performance of the FFD program, the
cause of the condition(s), and rec-
ommended corrective actions. The li-
censee or other entity shall review the
audit findings and take corrective ac-
tions, including re-auditing of the defi-
cient areas where indicated, to pre-
clude, within reason, repetition of the
condition. The resolution of the audit
findings and corrective actions must be
documented.
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(g) Sharing of audits. Licensees and
other entities may jointly conduct au-
dits, or may accept audits of C/Vs and
HHS-certified laboratories that were
conducted by other licensees and enti-
ties who are subject to this subpart, if
the audit addresses the services ob-
tained from the C/V or HHS-certified
laboratory by each of the sharing li-
censees and other entities.

(1) Licensees and other entities shall
review audit records and reports to
identify any areas that were not cov-
ered by the shared or accepted audit.

(2) Licensees and other entities shall
ensure that FFD program elements and
services on which the licensee or entity
relies are audited, if the program ele-
ments and services were not addressed
in the shared audit.

(3) Sharing licensees and other enti-
ties need not re-audit the same C/V or
HHS-certified laboratory for the same
period of time.

(4) Each sharing licensee and other
entity shall maintain a copy of the
shared audit and HHS certification in-
spection records and reports, including
findings, recommendations, and correc-
tive actions.

(6) If an HHS-certified laboratory
loses its certification, in whole or in
part, a licensee or other entity is per-
mitted to immediately use another
HHS-certified laboratory that has been
audited within the previous 12 months
by another NRC licensee or entity who
is subject to this subpart. Within 3
months after the change, the licensee
or other entity shall ensure that an
audit is completed of any areas that
have not been audited by another li-
censee or entity who is subject to this
subpart within the past 12 months.

[73 FR 17176, Mar. 31, 2008, as amended at 74
FR 38327, Aug. 3, 2009]

Subpart C—Granting and
Maintaining Authorization

§26.51 Applicability.

The requirements in this subpart
apply to the licensees and other enti-
ties identified in §26.3(a), (b), and, as
applicable, (c) for the categories of in-
dividuals in §26.4(a) through (d), and,
at the licensee’s or other entity’s dis-
cretion, in §26.4(g) and, if necessary,
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